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2019/2/22 FU3 )
REC2-048 (BMS-2019 Paclitaxel, Rash (rash y
-021845) BEVACIZUMA maculo-papular) impor
B tant
2! 3!
ONO-2019- ONO-4538 vs 7:me
CMUH107- 013807 Placebo, ) ) dicall
2019/6/24 FU1 Intestinal perforation
REC2-048 (BMS-2019 BEVACIZUMA y
-063774) B impor
tant
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ONO-4538 vs
Placebo,
Carboplatin, ) ) 2,3,
Fulminant type 1 diabetes
ONO-2019- Paclitaxel, . - 7:me
mellitus, Gastritis, Rash
CMUH107- 004073 BEVACIZUMA dicall
14, 2019/2/22 FU4 (Rash maculo-papular), A
REC2-048 (BMS-2019 B, ) y
Hepatic
-021845) SULFAMETHO ) ) impor
fanction disorder
XAZOLE, tant
TRIMETHOPRI
M
ONO-4538 vs
Placebo,
Carboplatin, ) ] 2,3,
) Fulminant type 1 diabetes
ONO-2019- Paclitaxel, 7:me
mellitus, Gastritis, Rash
CMUH107- 004073 BEVACIZUMA dicall
15. 2019/2/22 FU5 (Rash maculo-papular), A
REC2-048 (BMS-2019 B, ] y
Hepatic )
-021845) SULFAMETHO ] ] impor
fanction disorder
XAZOLE, tant
TRIMETHOPRI
M
Melflufen(Melp
halan
flufenamide FEBRILE
CMUH108- IL-PSI-201| follow (melflufen) NEUTROPENIA (Febrile
16. 2018/12/29 ) ) ) 23 [ A
REC2-002 8-00114 up5 hydrochloride) neutropenia, Febrile
- neutropenia)
Dexamethasone
(Dexamethasone
)
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#1) Pemetrexed
(Pemetrexed)
Unknown {Lot
# 854076}
#2) LUNG TUMOR
CMUH106-
17. 2019/2/4 12019-18182| FU5 | CARBOPLATI ABSCESS [Infected 13 A
REC2-057
N neoplasm]
(CARBOPLATI
N) Unknown
{Lot # X01039
and X13715}
REGN2810 IMMUNE-MEDIATED
CMUH106- (CEMIPLIMAB| TOXIC HEPATITIS
18. 2019/12/2 [2019-70697| Initial o ) 23 A
REC2-057 ) Injection {Lot [Immune-mediated
# 8200100009} hepatitis]
DEATH
(CARDIORESPIRATORY
REGN2810 FAILURE)
CMUH106- (CEMIPLIMAB | [Cardiopulmonary failure]
19. 2019/11/20 |2019-67797 FU3 o 13 | A
REC2-057 ) Injection {Lot DESQUAMATIVE
# 8200100021} INTERSTITIAL
PNEUMONIA [Interstitial
lung disease]
REGN2810
Cardiac arrest related
CMUH106- (CEMIPLIMAB ] ]
20. 2018/10/16 |2018-41549| FU5 o respiratory failure 123 | A
REC2-057 ) Injection {Lot ) )
[Cardio-respiratory arrest]
# 8200100009}
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DEATH
(CARDIORESPIRATORY
FAILURE)
REGN2810 ) ]
[Cardiopulmonary failure]
CMUH106- (CEMIPLIMAB
21. 2019/11/20 |2019-67797| FU5 o DESQUAMATIVE 13 A
REC2-057 ) Injection {Lot
INTERSTITIAL
# 8200100021}
PNEUMONIA [Interstitial
lung disease]
DYSPNEA [Dyspnoea]
REGN2810 IMMUNE-MEDIATED
CMUH106- (CEMIPLIMAB| TOXIC HEPATITIS
22. 2019/12/2 [2019-70697| FU1l o ) 23 A
REC2-057 ) Injection {Lot [Immune-mediated
# 8200100009} hepatitis]
DEATH
(CARDIORESPIRATORY
FAILURE)
REGN2810 ) )
[Cardiopulmonary failure]
CMUH106- (CEMIPLIMAB
23. 2019/11/20 |2019-67797| FU4 o DESQUAMATIVE 13 A
REC2-057 ) Injection {Lot
INTERSTITIAL
# 8200100021} -
PNEUMONIA [Interstitial
lung disease]
DYSPNEA [Dyspnoea]
#1)
CARBOPLATI
N*R2810*1307
FEBRILE
87
NEUTROPENIA [Febrile
(CARBOPLATI ]
CMUH106- neutropenia]
24. 2019/3/5 ]2019-22038| FU4 N) Unknown 23 A
REC2-057 #2) PLATELET COUNT
DECREASED [Platelet
Paclitaxel*R281
count decreased]
0*130787
(Paclitaxel)
Unknown
CMUH107- _
25. 2019/4/9 ]19084715(3)|] FU3 MSC2156119J Acute lung failure 131 A
REC2-150
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CMUH107- 9084715(4) )
26. 2019/4/9 FU4&5 | MSC2156119J Acute lung failure 131 A
REC2-150 &(5)
CMUH107- 9084715 ]
27. 2019/4/9 FU6 MSC2156119J Acute lung failure 131 A
REC2-150 (6)
CMUH107- ]
28. 2019/4/9 |9084715(7)| FU7 | MSC2156119J Acute lung failure 13 A
REC2-150
CMUH107- ]
29. 2019/4/9 19084715(8)| FUS8 MSC2156119J Acute lung failure 131 A
REC2-150
Maculopapular skin rash
on hand and foot,
CMUH107- )
30. 2019/5/7 [9092582(2)| FU2 | MSC2156119] | Maculopapular skinrash | 1,3 | A
REC2-150
on trunk,
Aspiration pneumonia
CMUH107- 9084715(10 )
31. 2019/4/9 FU10 | MSC2156119J Acute lung failure 131 A
REC2-150 )
Maculopapular skin rash
on hand and foot,
CMUH107- ]
32. 2019/5/7 |9092582(3)| FU3 | MSC2156119J | Maculopapular skinrash | 1,3 | A
REC2-150
on trunk,
Aspiration pneumonia
Maculopapular skin rash
on hand and foot,
CMUH107- _
33. 2019/5/7 19092582(4)|] FU4 MSC2156119J | Maculopapular skin rash | 1,3 A
REC2-150
on trunk,
Aspiration pneumonia
Septic shock, Respiratory | 1,3,
failure, COPD 7:Sig
CMUH107- _ -
34. 2019/4/16 [9087104(5)| FU5 MSC2156119J exacerbation, nifica| A
REC2-150 o .
Atrial fibrillation, Troponin| nt
T increase event
Maculopapular skin rash
on hand and foot,
CMUH107- _
35. 2019/5/7 19092582(5)| FU5 MSC2156119J | Maculopapular skinrash | 1,3 | A
REC2-150
on trunk,
Aspiration pneumonia
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CMUH107- 9084715(11 )
36. 2019/4/9 FU11l [ MSC2156119J Acute lung failure 131 A
REC2-150 )
Maculopapular skin rash
on hand and foot,
CMUH107- )
37. 2019/5/7 19092582(6)| FU6 MSC2156119J | Maculopapular skinrash | 1,3 | A
REC2-150
on trunk,
Aspiration pneumonia
Maculopapular skin rash
on hand and foot,
CMUH107- _
38. 2019/5/7 19092582(7)|] FU7 MSC2156119J | Maculopapular skin rash | 1,3 A
REC2-150
on trunk,
Aspiration pneumonia
Maculopapular skin rash
on hand and foot,
CMUH107- _
39. 2019/5/7 19092582(8)| FU8 MSC2156119J | Maculopapular skin rash | 1,3 A
REC2-150
on trunk,
Aspiration pneumonia
CMUH107- 9084715(12 )
40. 2019/4/8 FU12 [ MSC2156119J Acute lung failure 131 A
REC2-150 )
CMUH107- _ _
41. 2019/7/11 19104351(2)| FU2 MSC2156119J Elevation of lipase 2 A
REC2-150
CMUH107- 9084715(13 Acute lung failure,
42. 2019/4/5 FU13 [ MSC2156119J 131 A
REC2-150 ) Dyspnoea
CMUH107- Elevation of lipase,
43. 2019/7/11 19104351(3)| FU3 MSC2156119J . 2 A
REC2-150 Pancreatitis
CMUH107- Elevation of lipase,
44, 2019/7/11 19104351(4)| FU4 MSC2156119J o 2 A
REC2-150 Pancreatitis
CMUH107- 9084715(15 Acute lung failure,
45, 2019/4/5 FU15 | MSC2156119J 13 A
REC2-150 ) Dyspnoea
CMUH107- _ _
46. 2019/7/11 19104351(5)| FU5 MSC2156119J Elevation of lipase 2 A
REC2-150
CMUH107- _ _
47. 2019/7/11 19104351(6)| FU6 MSC2156119J Elevation of lipase 2 A
REC2-150
CMUH107- 9084715(16 Acute lung failure,
48. 2019/4/5 FU16 | MSC2156119J 13 A
REC2-150 ) Dyspnoea
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CMUH107- ) )
49. 2019/7/11 19104351(7)| FU7 MSC2156119J Elevation of lipase 2 A
REC2-150
CMUH107- ] )
50. 2019/7/11 19104351(8)| FU8 MSC2156119J Elevation of lipase 2 A
REC2-150
CMUH107- 9084715(17 Acute respiratory failure,
51. 2019/4/5 FU17 | MSC2156119J 13 A
REC2-150 ) Dyspnoea
CMUH107- 9104351(10 ] ]
52. 2019/7/11 FU10 | MSC2156119] Lipase increased 2 A
REC2-150 )
ALANINE
AMINOTRANSFERASE
CMUH107- INCREASED
53. 2019/7/17 | 9141372 FUl MSC2156119J 13 A
REC2-150 ASPARTATE
AMINOTRANSFERASE
INCREASED
ASP2215 Neutrophil count decreased
CMUH106- 2018US016 . ] ) ) ]
54, 2018/3/28 Initial | Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 ] ] )
not broken) Device related infection
ASP2215 Neutrophil count decreased
CMUH106- 2018US016( Follow ] ) ) ]
55. 2018/3/28 Blinded (Code Adenovirus viraemia 23 | A
REC2-036 734 up 1 ] ) )
not broken) Device related infection
ASP2215 Neutrophil count decreased
CMUH106- 2018US016( Follow ) ) ) )
56. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 2 ) ) )
not broken) Device related infection
ASP2215 Neutrophil count decreased
CMUH106- 2018US016( Follow ) ) ) )
57. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 3 ) ) )
not broken) Device related infection
ASP2215 Neutrophil count decreased
CMUH106- 2018US016( Follow ) ) ) )
58. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 4 ) ) )
not broken) Device related infection
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Neutrophil count decreased
Pseudomonas aeruginosa
ASP2215 sepsis
CMUH106- 2018US016( Follow ) ] ] ]
59. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 5
not broken) Chest
infection-pseudomonas
aeruginosa
Neutrophil count decreased
Pseudomonas aeruginosa
ASP2215 sepsis
CMUH106- 2018US016( Follow ) ) ) )
60. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 6
not broken) Chest
infection-pseudomonas
aeruginosa
Neutrophil count decreased
Pseudomonas aeruginosa
ASP2215 sepsis
CMUH106- 2018US016( Follow ) ) ) )
61. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 7
not broken) Chest
infection-pseudomonas
aeruginosa
Neutrophil count decreased
Pseudomonas aeruginosa
ASP2215 sepsis
CMUH106- 2018US016( Follow ) ) ) )
62. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 8
not broken) Chest
infection-pseudomonas
aeruginosa
Neutrophil count decreased
Pseudomonas aeruginosa
ASP2215 sepsis
CMUH106- 2018US016( Follow ] ) ) ]
63. 2018/3/28 Blinded (Code Adenovirus viraemia 23| A
REC2-036 734 up 9
not broken) Chest
infection-pseudomonas
aeruginosa
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64.

CMUH106-
REC2-036

2018/3/28

2018US016
734

Follow
up 10

ASP2215
Blinded (Code

not broken)

Neutrophil count decreased
Pseudomonas aeruginosa
sepsis
Adenovirus viraemia
Chest
infection-pseudomonas
aeruginosa

Acute Kidney Injury

2,3

65.

CMUH106-
REC2-036

2018/3/28

2018US016
734

Follow
up 11

ASP2215
Blinded (Code

not broken)

Neutrophil count decreased
Pseudomonas aeruginosa
sepsis
Adenovirus viraemia
Chest
infection-pseudomonas
aeruginosa

Acute Kidney Injury

2,3

66.

CMUH106-
REC2-036

2018/3/28

2018US016
734

Follow
up 12

ASP2215
Blinded (Code

not broken)

Neutrophil count decreased
Pseudomonas aeruginosa
sepsis
Adenovirus viraemia
Chest
infection-pseudomonas
aeruginosa
Acute Kidney Injury

Fever [Pyrexia]

2,3

67.

CMUH106-
REC2-036

2018/3/28

2018US016
734

Follow

up 13

ASP2215
Blinded (Code

not broken)

Neutrophil count decreased
Pseudomonas aeruginosa
sepsis
Adenovirus viraemia
Chest
infection-pseudomonas
aeruginosa

Acute Kidney Injury

2,3
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Neutrophil count decreased
Pseudomonas aeruginosa
sepsis
ASP2215
CMUH106- 2018US016( Follow ) Adenovirus viraemia
68. 2018/3/28 Blinded (Code 23 [ A
REC2-036 734 up 14 Chest
not broken) ) )
infection-pseudomonas
aeruginosa
Acute Kidney Injury
Neutrophil count decreased
ASP2215 Pseudomonas aeruginosa
CMUH106- 2018US016( Follow ) )
69. 2018/3/28 Blinded (Code sepsis 23| A
REC2-036 734 up 15
not broken) Adenovirus viraemia
Acute Kidney Injury
Neutrophil count decreased
ASP2215 Pseudomonas aeruginosa
CMUH106- 2018US016( Follow ) )
70. 2018/3/28 Blinded (Code sepsis 237 A
REC2-036 734 up 16
not broken) Adenovirus viraemia
Acute Kidney Injury
Neutrophil count decreased
ASP2215 Pseudomonas aeruginosa
CMUH106- 2018US016( Follow ) )
71. 2018/3/28 Blinded (Code sepsis 237 A
REC2-036 734 up 17
not broken) Adenovirus viraemia
Acute Kidney Injury
Neutrophil count decreased
ASP2215 Pseudomonas aeruginosa
CMUH106- 2018US016( Follow ] ]
72. 2018/3/28 Blinded (Code sepsis 237 A
REC2-036 734 up 18
not broken) Adenovirus viraemia
Acute Kidney Injury
Neutrophil count decreased
ASP2215 Pseudomonas aeruginosa
CMUH106- 2018US016( Follow ] ]
73. 2018/3/28 Blinded (Code sepsis 2371 A
REC2-036 734 up 19
not broken) Adenovirus viraemia
Acute Kidney Injury
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Neutrophil count decreased
ASP2215 Pseudomonas aeruginosa
CMUH106- 2018US016( Follow ) ]
4. 2018/3/28 Blinded (Code sepsis 2371 A
REC2-036 734 up 20
not broken) Adenovirus viraemia
Acute Kidney Injury
Septic shock with positive
culture for SARM
ASP2215
CMUH106- 2018US021| Follow ] (Staphylococcus aureus)
75. 2018/4/27 Blinded (Code _ 13| A
REC2-036 209 up 2 [Septic shock]
not broken)
Acute GVHD [Acute graft
versus host disease]
Septic shock with positive
culture for SARM
ASP2215
CMUH106- 2018US021| Follow ) (Staphylococcus aureus)
76. 2018/4/27 Blinded (Code _ 13| A
REC2-036 209 up 3 [Septic shock]
not broken)
Acute GVHD [Acute graft
versus host disease]
ASP2215
CMUH106- 2018US032 - ) Thromboembolic event
77. 2018/7/13 Initial | Blinded (Code _ 23| A
REC2-036 193 [Embolism]
not broken)
ASP2215 Thromboembolic event
CMUH106- 2018US032| Follow ] )
78. 2018/7/13 Blinded (Code [Embolism] 23| A
REC2-036 193 up 1 )
not broken)  [Neutrophil count decreased
ASP2215 Thromboembolic event
CMUH106- 2018US032| Follow ] )
79. 2018/7/13 Blinded (Code [Embolism] 23| A
REC2-036 193 up 2 )
not broken)  [Neutrophil count decreased
ASP2215 Thromboembolic event
CMUH106- 2018US032| Follow ] )
80. 2018/7/13 Blinded (Code [Embolism] 2371 A
REC2-036 193 up 3 )
not broken)  [Neutrophil count decreased
ASP2215 Thromboembolic event
CMUH106- 2018US032( Follow ) _
81l. 2018/7/13 Blinded (Code [Embolism] 2371 A
REC2-036 193 up 4 )
not broken)  |Neutrophil count decreased
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82.

CMUH106-
REC2-036

2019/3/18

2019US011
966

Follow

up 7

ASP2215
Blinded (Code

not broken)

Infective Gastroenteritis
[Gastroenteritis]
Neutropenic fever [Febrile
neutropenia]
Afebrile neutropenia

[Neutropenia]

2,34,

83.

CMUH106-
REC2-036

2019/3/18

2019US011
966

Follow

up 8

ASP2215
Blinded (Code

not broken)

Neutropenic sepsis - Chest
sepsis with multi organ
failure [Multiple organ
dysfunction syndrome]
Infective Gastroenteritis

[Gastroenteritis]

Neutropenic sepsis - Chest

sepsis with multi organ
failure [Neutropenic
sepsis]

Neutropenic fever [Febrile

neutropenia]
Afebrile neutropenia

[Neutropenia]

2!314!

84.

CMUH106-
REC2-036

2019/3/18

2019US011
966

Follow

up 9

ASP2215
Blinded (Code

not broken)

Neutropenic sepsis - Chest
sepsis with multi organ
failure [Multiple organ
dysfunction syndrome]
Infective Gastroenteritis

[Gastroenteritis]

Neutropenic sepsis - Chest

sepsis with multi organ
failure [Neutropenic
sepsis]

Neutropenic fever [Febrile

neutropenia]
Afebrile neutropenia

[Neutropenia]

21314!
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Bacteremias related to
neutropenia [Bacteraemia]
Bacteremias related to
ASP2215 ) ]
CMUH106- 2019US019( Follow ) neutropenia [Neutropenia] (2,3,4,
85. 2019/4/11 Blinded (Code ) ) A
REC2-036 597 up 8 Psychosis [Psychotic 7
not broken) ]
disorder]
Acute kidney injury [Acute
kidney injury]
Bacteremias related to
neutropenia [Bacteraemia]
Bacteremias related to
ASP2215 _ _
CMUH106- 2019US019| Follow ) neutropenia [Neutropenia] |2,3,4,
86. 2019/4/11 Blinded (Code ) ) A
REC2-036 597 up 9 Psychosis [Psychotic 7
not broken) )
disorder]
Acute kidney injury [Acute
kidney injury]
Bacteremias related to
neutropenia [Bacteraemia]
Bacteremias related to
ASP2215 _ _

CMUH106- 2019US019| Follow ) neutropenia [Neutropenia] |2,3,4,
87. 2019/4/11 Blinded (Code ) ) A
REC2-036 597 up 10 Psychosis [Psychotic 7

not broken) )
disorder]
Acute kidney injury [Acute
kidney injury]
Bacteremias related to
neutropenia [Bacteraemia]
Bacteremias related to
ASP2215 _ _
CMUH106- 2019US019| Follow ) neutropenia [Neutropenia] |2,3,4,
88. 2019/4/11 Blinded (Code ) ) A
REC2-036 597 up 11 Psychosis [Psychotic 7
not broken) )
disorder]
Acute kidney injury [Acute
kidney injury]
ASP2215
CMUH106- 2019US027 » ] ) )
89. 2019/7/2 Initial | Blinded (Code Bacterial sepsis 234 A
REC2-036 662
not broken)
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ASP2215
CMUH106- 2019US027( Follow ) ) ]
90. 2019/7/2 Blinded (Code Bacterial sepsis 234 A
REC2-036 662 up 1
not broken)
ASP2215 Colitis [Clostridium
CMUH106- 2019US036( Follow ) - -
91. 2019/10/3 Blinded (Code difficile colitis] 23| A
REC2-036 225 up 6 )
not broken) Cytopenias
ASP2215 Colitis [Clostridium
CMUH106- 2019US036( Follow ) - N
92. 2019/10/3 Blinded (Code difficile colitis] 1,23 A
REC2-036 225 up7 )
not broken) Cytopenias
ASP2215 Colitis [Clostridium
CMUH106- 2019US036( Follow ) - N
93. 2019/10/3 Blinded (Code difficile colitis] 1,23 A
REC2-036 225 up 8 )
not broken) Cytopenias
ASP2215 Colitis [Clostridium
CMUH106- 2019US036( Follow ] o -
94, 2019/10/3 Blinded (Code difficile colitis] 123 A
REC2-036 225 up 9 ]
not broken) Cytopenias
ASP2215
CMUH106- 2019US037 . ) Nocardia infection 2,3,
95. 2019/9/9 Initial | Blinded (Code o A
REC2-036 209 [Nocardiosis] 4
not broken)
Nocardia infection,
retropharyngeal abscess
ASP2215 Phaty g- )
CMUH106- 2019US037| Follow ) [Nocardiosis] 2,3,
96. 2019/9/9 Blinded (Code o A
REC2-036 209 up 1 Nocardia infection, 4
not broken)
retropharyngeal abscess
[Pharyngeal abscess]
Streptococcus,
retropharyngeal abscess
ASP2215 Pharyng
CMUH106- 2019US037| Follow ) [Streptococcal infection] | 2, 3,
97. 2019/9/9 Blinded (Code A
REC2-036 209 up 2 Streptococcus, 4
not broken)
retropharyngeal abscess
[Pharyngeal abscess]

109 # 03 * 18 p




6@?#*5%%&?&F21ﬂi g%:%ﬁiﬁg
- FRLERFZATAEHRELC BR)
B X >R (IR L
AEe S |EA p Y Vo E LE S
g |6 EX T N
Streptococcus,
retropharyngeal abscess
ASP2215 Phaiyng ] ]
CMUH106- 2019US037| Follow ) [Streptococcal infection] | 2, 3,
98. 2019/9/9 Blinded (Code A
REC2-036 209 up 3 Streptococcus, 4
not broken)
retropharyngeal abscess
[Pharyngeal abscess]
Streptococcus,
retropharyngeal abscess
ASP2215 Prarynd S
CMUH106- 2019US037| Follow ) [Streptococcal infection] | 1,2,
99. 2019/9/9 Blinded (Code A
REC2-036 209 up 4 Streptococcus, 3,4
not broken)
retropharyngeal abscess
[Pharyngeal abscess]
Nocardia infection,
retropharyngeal abscess
ASP2215 Pary g_ _
CMUH106- 2019US037| Follow ) [Nocardiosis] 1,2,
100 2019/9/9 Blinded (Code o A
REC2-036 209 up 5 Nocardia infection, 3,4
not broken)
retropharyngeal abscess
[Pharyngeal abscess]
Nocardia infection,
retropharyngeal abscess
ASP2215 Pary g_ _
CMUH106- 2019US037| Follow ) [Nocardiosis] 1,2,
101 2019/9/9 Blinded (Code - A
REC2-036 209 up 6 Nocardia infection, 3,4
not broken)
retropharyngeal abscess
[Pharyngeal abscess]
#1) MK-7339
Study (Code not )
CMUH108- 1912CANO |Followup Diarrhoea
102 2019/12/20 broken) o 13| A
REC2-060 12387 5 ) Aspiration
#2 ) paclitaxel
#3) carboplatin
Pyrexia
#1) MK-7339 )
1910TURO |Followup Hypotension
103| CMUH108- | 2019/10/22 Study (Code not ) o 23 [ A
15247 2 Autoimmune hepatitis
REC2-060 broken) o
Blood creatinine increased
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#1) MK-7339
Study (Code not o
CMUH108- 1912CANO |Followup Aspiration
104 2019/12/20 broken) ) 13 A
REC2-060 12387 6 Diarrhoea
#2 ) paclitaxel
#3) carboplatin
Pyrexia
#1) MK-7339 ) o
CMUH108- 1910TURO |Followup Autoimmune hepatitis
105 2019/10/22 Study (Code not ) 23| A
REC2-060 15247 3 Hypotension
broken) S
Blood creatinine increased
DEATH
(CARDIORESPIRATORY
FAILURE)
#1) REGN2810 ) _
[Cardiopulmonary failure]
CMUH106- (CEMIPLIMAB
106 2019/11/20 |2019-67797] FU5 o DESQUAMATIVE 1-3] A
REC2-057 ) Injection {Lot
INTERSTITIAL
# 8200100021} -
PNEUMONIA [Interstitial
lung disease]
DYSPNEA [Dyspnoea]
#1)
CARBOPLATI
N*R2810*1307
87
(CARBOPLATI
CMUH106-
107 2019/12/23 12019-75769| INITIAL| N) Unknown DEATH [Death] 1 A
REC2-057
#2)
Pemetrexed*R2
810*130787
(Pemetrexed)
Unknown
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CMUH106-
REC2-057

2019/8/4

2019-49388] FU3

#1) REGN2810
(CEMIPLIMAB
) Injection {Lot
# 8200100009}
#2)
Cisplatin*R2810
*130787
(Cisplatin)

Unknown

DEAD FROM
UNKNOWN REASON
[Death]

109

CMUH106-
REC2-057

2020/1/5

2020-13438| INITIAL

#1) REGN2810
(CEMIPLIMAB
) Injection {Lot
# 8241400003}
#2)
CARBOPLATI
N*R2810*1307
87
(CARBOPLATI
N) Unknown

Fungal infection [Fungal

infection]

110

CMUH106-
REC2-057

UNK

2019-75769| FU1l

#1)
CARBOPLATI
N*R2810*1307

87
(CARBOPLATI
N) Unknown

#2)

Pemetrexed*R2
810*130787
(Pemetrexed)

Unknown

Septic Shock [Septic
shock]

111

CMUH106-
REC2-057

2019/12/2

2019-70697| FU2

#1) REGN2810
(CEMIPLIMAB
) Injection {Lot
# 8200100009}

IMMUNE-MEDIATED
TOXIC HEPATITIS
[Immune-mediated

hepatitis]
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#1) REGN2810 PNEUMONITIS
CMUH106- (CEMIPLIMAB [Pneumonitis] 1-
112 2019/8/2 |2019-46162| FU4 o _ A
REC2-057 ) Injection {Lot | SEPTIC SHOCK [Septic |2~ 3
# 8200100028} shock]
#1)
PEMBROLIZU
CMUH108- 2001UKRO |Followup MAB .
113 2020/1/25 Pancytopenia 1,23 A
REC2-059 10433 3 #2)
PEMETREXED
#3 ) carboplatin
#1)
PEMBROLIZU
CMUH108- 2001UKRO |Followup MAB .
114 2020/1/25 Pancytopenia 123 A
REC2-059 10433 4 #2)
PEMETREXED
#3 ) carboplatin
#1)
PEMBROLIZU Rhabdomyolysis
CMUH108- 1912ARGO |Followup )
115 2019/12/5 MAB Aspartate aminotransferase| 2,3 | A
REC2-059 04425 13
#2) increased
PEMETREXED
#1)
Brain oedema
PEMBROLIZU
Ischaemic stroke
CMUH108- 1912UKRO |Followup MAB )
116 2019/12/2 White blood cellcount | 1,3 | A
REC2-059 01331 15 #2)
decreased
PEMETREXED
] Thrombocytopenia
#3) carboplatin
#1)
PEMBROLIZU Rhabdomyolysis
CMUH108- 1912ARGO |Followup )
117 2019/12/5 MAB Aspartate aminotransferase| 2,3 [ A
REC2-059 04425 14 ]
#2) increased
PEMETREXED
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#1)
PEMBROLIZU Rhabdomyolysis
CMUH108- 1912ARGO |Followup
118 2019/12/5 MAB Aspartate aminotransferase| 2,3 [ A
REC2-059 04425 15 ]
#2) increased
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 2001UKRO |Followup MAB .
119 2020/1/25 Pancytopenia 123 A
REC2-059 10433 5 #2)
PEMETREXED
#3 ) carboplatin
#1)
PEMBROLIZU
CMUH108- 2001UKRO |Followup MAB Malignant neoplasm
120 2020/1/25 ) 123 A
REC2-059 10433 6 #2) progression
PEMETREXED
#3 ) carboplatin
#1)
PEMBROLIZU .
Malignant neoplasm
CMUH108- 1912ARGO |Followup MAB .
121 2019/12/2 progression 1,23 A
REC2-059 03229 6 #2) ]
Pneumonia
PEMETREXED
#3) carboplatin
#1)
PEMBROLIZU Rhabdomyolysis
CMUH108- 1912ARGO |Followup .
122 2019/12/5 MAB Aspartate aminotransferase| 2,3 | A
REC2-059 04425 16 ]
#2) increased
PEMETREXED
CMUH106- 1910KORO [follow up| #1) MK-3475 . ]
123 2019/10/28 Pneumonia [Pneumonia] | 2.3 | A
REC2-071 17427 4 Study
CMUH106- 1910KORO [follow up| #1) MK-3475 . ]
124 2019/10/28 Pneumonia [Pneumonia] | 2.3 | A
REC2-071 17427 5 Study
CMUH106- 1910KORO [follow up| #1 ) MK-3475 ) )
125 2019/10/28 Pneumonia [Pneumonia] | 2.3 | A
REC2-071 17427 6 Study

109 # 03 * 18 p




CRPFASTURFAEIARAA 65 FRLR§

- FRLERY AT A EHREL( *K)
B RN i )
AEe S |EA p Y Vo E LE S
g |6 2 | ul N
CMUH106- 1910KORO [follow up| #1 ) MK-3475 ) )
126 2019/10/28 Pneumonia [Pneumonia] | 2.3 | A
REC2-071 17427 7 Study
CMUH106- 1910KORO (follow up| #1) MK-3475 ) ]
127 2019/10/28 Pneumonia [Pneumonia] | 2.3 | A
REC2-071 17427 8 Study
CMUH106- 1910KORO (follow up| #1) MK-3475 ) ]
128 2019/10/28 Pneumonia [Pneumonia] | 2.3 | A
REC2-071 17427 9 Study
Atezolizumab
CMUH105- - o
129 2018/7/28 | 2163105 Initial Gemcitabine | FATAL PNEUMONITIS | 1,3 | A
REC2-074
Carboplatin
#1) MK-3475
CMUH104- 1804USAO |Followup ) ]
130 2018/3/16 (pembrolizumab Hypercalcaemia 23| A
REC2-030 03564 12 |
ONO-4538 vs
Placebo,
) Other Serious Criteria:
Carboplatin, ) ) 2,3,
Medically important
ONO-2019- Paclitaxel, 7:me
condition, Fulminant type
CMUH107- 004073 BEVACIZUMA dicall
131 2019/2/22 FU6 1 diabetes mellitus, A
REC2-048 (BMS-2019 B, y
Gastritis, Rash (Rash
-021845) SULFAMETHO ~ |impor
maculo-papular), Hepatic
XAZOLE, tant
fanction disorder
TRIMETHOPRI
M
1! 2l
: o 3,
ONO-2019- ONO-4538 vs Other Serious Criteria: .
‘me
CMUH107- 013807 Placebo, Medicallly important )
132 2019/6/24 FU6 N ) dicall| A
REC2-048 (BMS-2019 BEVACIZUMA condition, Intestinal
y
-063774) B perforation ]
impor
tant
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1,2,
: L 3,
ONO-2019- Other Serious Criteria: .
:me
CMUH107- 024388 » ONO-4538 vs medically important ]
133 2019/11/20 Initial N ) dicall| A
REC2-048 (BMS-2019 Placebo condition, Sepsis ,
— y
-113175) Constipation ]
impor
tant
1,2,
31
ONO-2019-
7:me
CMUH107- 024388 ONO-4538 vs ) o )
134 2019/11/20 FU1 Sepsis, Constipation  [dicall| A
REC2-048 (BMS-2019 Placebo
y
-113175) .
impor
tant
1,3,
ONO-2019- ONO-4538 vs N [ 7ime
Cholangitis, Cholecystitis |
CMUH107- 011232 Placebo, ] dicall
135 2019/05/22 FU6 acute, Cytomegalovirus A
REC2-048 (BMS-2019 BEVACIZUMA _ ) y
infection
-052178) B impor
tant
ONO-4538 vs
Placebo,
Carboplatin, ) ] 2,3,
) Fulminant type 1 diabetes
ONO-2019- Paclitaxel, ) . 7:me
mellitus, Gastritis, Rash
CMUH107- 004073 BEVACIZUMA dicall
136 2019/02/22 FU7 (Rash maculo-papular), A
REC2-048 (BMS-2019 B, ] y
Hepatic )
-021845) SULFAMETHO o impor
fanction disorder
XAZOLE, tant
TRIMETHOPRI
M
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ONO-4538 vs 1,3,
ONO-2019- Placebo, ) 7:me
) Malignant neoplasm ]
CMUH107- 022117 Carboplatin, ) . _|dicall
137 2019/08/07 FU4 _ progression, Idiopathic A
REC2-048 (BMS-2019 Paclitaxel, ) y
thrombocytopenic purpura |
-102746) BEVACIZUMA impor
B tant
1,2,
31
ONO-2019-
7:me
CMUH107- 024388 ONO-4538 vs ) o )
138 2019/11/20 FU2 Sepsis, Constipation  |dicall| A
REC2-048 (BMS-2019 Placebo
y
-113175) .
impor
tant
[ARk] B APH -
s FREALFAFZ
4
2 7
AR Rpsmm |0 FENF
Nivolumab 2. = # % 2 74§ 2 Development Safety
.. | UpdateReport(DSUR)
1. CMUH108-REC2-149 3 T .
*5% & : Nivolumab DSUR No.8
*p #:19 Aug 2019
(GEIEIEICE TS |
2. | CMUH104-REC2-065 | % 7Lt | *i#= %4 L4 MEDI4736
* pMApL PR 108 & 10 % 13p 3 109# 17 12 p
(2= 2144 ]
3. | CMUH104-REC2-102 | tRirikh | *:#% %1 ¢4 Nivolumab
*% MMARL R 108 £ 07 % 04p % 109 #0172 03P
4, CMUH107-REC2-150 2 ﬁ;’fﬁ i% 1 fx % Cohort B
(GEIEIEICEES |
*R% ¥ ¢ 4L Nivolumab
5. CMUH104-REC2-139 | tk4kil | *% > M 3R PR 12019 # 7% 4p 3 2020& 1% 3p
[DSMB i3k 4]
*dk i p g 2020 % 020 17
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a. DSUR_SELEXIPAG Blinded_21Dec2018-20Dec2019
*Eok ¥4 4L ¢ Selexipag
*F rMIRLHEFE 107 #1272 21 p % 108 & 127 20 p
6. CMUH108-REC2-087 | * R%
(EEIEIEIEE S |
b. SLL_SELEXIPAG Blinded_21Jun2019-20Dec2019
*Eok ¥4 4L ¢ Selexipag
*% pMHFLHREF 108+ 067 21 p 3 108& 12 20 p
[{RTa4F4 0]
*5 4 @ Investigator Brochure for Venetoclax Edition 12, Release
| Date: 14 January 2020
7. CMUH105-REC2-126 | £ =
*p Hp 12020 & 1% 14 p
[5° il iz an])
*Z . p Hp 12020 & 2% 10 p
[H#«]
8. CMUH104-REC2-102 | tk4= ik ] ] o
*n % @ SUSAR Potential Serious Breach notification
[FF5FLFA] WRFELEL > WD FHIAIMAER
9. CMUH103-REC2-135 1 EE
Tk iR 7 484 CSR (2018/10/31)
[z 2P42]
*:25% % 4 L4 Dolutegravir/lamivudine(GSK3515864)
10. | CMUH108-REC2-130 | * iz ¥~ 2PEAFL YR
2018 # 7 % 17 p-2019 & 7 * 16 p (¥ ¥ % > 484 DSUR)
2019 # 5% 1 p-2019 # 10 * 31 p (& & X4 & PSR)
[z 2p2]
11. | CMUH108-REC2-060 | % 1&.t5 *E%kE 5 LA MKT7339
*F rMIRLHEF 201967 16 p 3 2019 # 127 15 p
[z 2pa2]
*:E 5% ¥4 LA : luspatercept
THIFLGREF
2018 # 7 % 14 p-2019 & 1* 13 p
12. | CMUH107-REC2-138 | £1 &
2019 & 1* 14 p-2019# 7 * 13 p
*:R% ¥ L ¢ Epoetin
*E rMARL G
2019 & 1* 14 p-2019# 7 * 13 p
[ %9 wil 5o &)
13. | CMUH106-REC2-072 | #RA ¢

*ZSop #1109 & 01" 15 p
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*n % @ TAK438 302 Study Termination Notification Letter to
Investigators 15Jan2020

14. | CMUH105-REC2-132

iR iR

(##]
A
SUSAR CIOMS (ON0-2019-017134 (BMS-2019-080130) FU3)
SUSAR CIOMS (ON0-2019-016560 (BMS-2019-075971) FU1)
SUSAR CIOMS (ON0-2019-016560 (BMS-2019-075971) FU2)
SUSAR CIOMS (ON0-2019-017134 (BMS-2019-080130) FU4 )
(% 244 ]
*# % % A Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
*% pMARLYF 120192 10 4p 3 2019# 70 3p
*# % % A Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
*E AMARIHEF 12019 71 4p 1 2020& 1 3p

15. | CMUH104-REC2-065

[ DSMC -3 i )
*Ak izt p g 2019 & 117 26 F

16. | CMUH108-REC2-040

EX
RE R ARLATLBEFLAEFTRELAEH G -
® % 4F 4 £ %K~ : Case Report Form Version PN 10-FRM-1057
Rev. A & R4 2 Rev.E 27Jan2020 % 3+ -

17. | CMUH103-REC2-010

)

o

o
X

(e % 2247 ]
*E % % AL ¢ Satralizumab
*E rPAFL PR 108 & 04 07p I 108# 107 06 P

(k] FRPH -

FRREFEFALF (%)

Fd - WEEE ()

dif ek (0@ 004)
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